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DEPARTMENT OF HEALTH 8a HUMAN SERVICES 

JUL 13 2000 
Food and Drug Administration 
Rockville MD 20857 

Ms. Stephanie J. Gurwitz 
10393 .Blue Arrow Court 
Columbia, Maryland 21044 . 

Dear Ms. Gurwitz: -- ; 
'. -. '_. 

Thank you for your letter of March 3, 2000, addressed to - 
Senator Barbara A. Mikulski, regarding the Food and Drug 
Administration's (FDA or the Agency) Final Rule on the 
Prescription Drug Marketing Act. Senator Mikulski has asked 
us to respond directly to.you. 

On May 3, 2000, FDA published the enclosed Federal Register 
(FR) notice delaying the effective date and reopening the 
administrative record to receive additional comments regarding .' 
certain requirements of the December 3, 1999, Final Rule 
(64 FR 67720). 

While we believe the plain language of the statute limits the 
Agency in its ability to modify the regulation, FDA is, of 
course, willing to work with Congress and other interested 
parties to resolve the concerns raised. 

We will forward a copy of your letter regarding this proposal 
to the Dockets Management Branch. Thank you for expressing 
your concerns. 

Sincerely, 

Associate Commissioner 
for Legislation 

Enclosure 

cc: The Honorable Barbara A. Mikulski 
United States Senate 
Washington, D.C. 20510-2003 

Dockets Management Branch 
(92N--0297 and 88N-0258) 
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Prescription Drug Marketing Act of 
1987; Prescription Drug Amendments 
of 1992; Policies, Requirements, and 
Administrative Procedures; Delay of 
Effective Date; Reopening of 
Administrative Record 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Final rule; delay of effective date; 
reopening of administrative record 

SUMMARY: The Food and Drug 
Administration (FDA) is delaying until 
October 1,2001, the effective date and 
reopening the administrative record to receive 
additional comments regardiing certain 
requirements of a final rule ]published in the 
Federal Register of December 3,1999 (64 
FR 67720). The other provisions of the fioal 
rule become effective on December 4.2000. 
The final rule implements the Prescription 
Drug Marketing Act of 1987 (PDMA), as 
modified by the Prescription Drug 
Amendments of 1992 (PDA‘) and the FDA 
Modernization Act of 1997 (the 
Modernization Act). FDA is delaying the 
effective date for certain requirements 
relating to wholesale distribution of 
prescription drugs by distributors that are not 
authorized distributors of record. FDA is also 
delaying the effective date of another 
requirement that would prohibit blood centers, 
functioning as “health care entities” to act 
as wholesale distributors of blood derivatives. 
The agency is taking this action to.address 

numerous concerns about the provisions 
raised by affected parties. 
DATES: The effective date for 59 203.3(u) and 
203.50, and the applicability of Q 203(q) to 
wholesale distribution of blood derivatives by 
health care entities, added at 64 FR 67720, 
December 3, 1999. is delayed until Octoba 
1.2001. The administrative record is 
reopened until [insefl date 6Q days after date. 
of publication in he Federal Register]. to 
receive additional comments ou these 
provisions. 
ADDRESSES: Submit written comments to the 
Dockets Management Branch (HFA-305). 
Food and Drug Administration, 5630 Fishers 
Lane, tm. 1061, Rockviie, MD 20857. AR 
comments should be identified with the 
dOcketnumbcrfoundinbmcke!tsiathe 
heading of this d~mmxt. 
FOR FURTHER #FORMATION COMTAcf: Lee 
D. Korb, Center for Drug Evaluatkm and 
Research (RFD-7). Food and Drug 
Administration, 5600 F&ers Lane, L 
Rockville, MD 20857.301-594-2041. 
SUPPLEMENTARY INFORYATlON: 

I. Background 

PDMA (Public Law 100-293) was mactad 
on April 22.1988. and was modified by the 
PDA (Public Law 102-353,106 Stat. 941) on 
August 26,1992. The PDMA as modiiied by 
the PDA amended sections 301.303.503, and 
801 of the Federal Food. Drug, and Cosmetic 
Act (the act) (21 USC. 331.333.353.381) 
to, among other things, establish requirements 
for the wholesale distribution of prescription 
dnlgs. 

Section 503(e)(l)(A) of the act states that 
each person who is engaged in the wholesale 
distrrbution of a prescription drug who is not 
the manufacturer or an authorized distributor 
of record for the drug must, before each 
wholesale distribution of a drug, provide to 
the person receiving the drug a statement (in 
such form and containing such information as 
the Secretary may require) identifying each 
prior sale, purchase, or trade of the drug, 
including the date of the transaction and the 
names and addresses of all parties to the 
transaction. Section 503(e)(4)(A) of the act 
states that, for the purposes of section 503(e), 
the term “authorized distributors of record” 
means those distributors with whom a 
manufacturer has established an “ongoing 
relationship” to distribute the manufacturer’s 
products. 

On December 3,1999, the agency 
published final regulations in part 203 (21 
CFR part 203) implementing these and other 
provis‘ions of PDMA (64 FR 67720). Section 
203.50 requires that, before the completion of 
any wholesale distribution by a wholesale 

distributor of a prescription &g for wmch 
the Se&r is UOt an authorized distributor of 
reCOd 10 mother wholesale distributor or 
Wail PbaCy, the seller must Provide to the 
pUrchaSa a stalemcnt identifying each p&r 
sale, purchase, or trade of the drug. The 
identifying statement must include me 
proprietary and established name qf the drug. .- 
its dosage, the container size. the numb& of’ 
contaiders, lot or control numbers of thedrug 
being distributed, the business name and 
address of all parties to each prior transaction 
inV0lVing the drug, starting with the 
manufacturer, and the date of each previous 
tmnsaction. Section 203.3(b) defines 
“authork& distributor of record” as a 
distributor with whom a manufacturer has 
established an ongoing relationship to 
distribute the manufacturer’s products. 
“Ongoing relationship” is defined in 
203.3(u) to mean an association that exi& 
when a manufacturer and a distributor enter 
into a written agreement under which the 
distributor is authorized to distribute the 
manufacturer’s products for a period of time 
or for a number of shipments. If the 
distributor is not authorized to distribute a 
manufacturer’s entire product line, the 
agreement must identify the specific drug 
products that the distributor is authorized to 
distribute. 

Thus, the final rule requires unauthorized 
distributors (i.e.. those distributors who do not 
have a written authorization agreement) to 
provide a drug origin statement to purchasers 
showing the entire prior sales history of the 
drug back to the fmt sale by the 
manufacturer. As discussed in the preamble 
to the final rule (64 FR 67720 at 67747). 
manufacturers and authorized distributors of 
record are not required to provide an 
identifying statement when selling a drug, 
although the agency encouraged them to do 
so voluntarily to permit unauthorized 
distributors to continue to be able to purchase 
products from them. r 

The provisions in the final rule related to 
wholesale distribution of prescription drugs 
by unauthorized distributors (i.e., 55 203.3(u) 
and 203.50) were adopted from the provisions 
in the proposed rule published in the Federal 
Register of March 14, 1994 (59 FR 11842). 
and are essentially the same as dxz proposed 
provisions, except the definition for “ongoing 
relationship” in the proposed rule was 



revised to eliminate certain requirements.2 
The agency received two ctnnmtnts on the 
proposed definition of ongoing relationship 
and one comment on proposed 0 20350, and 
responded in detail to tbo~e ~ommmts in the 
preamble to the final rule (see 64 FR 67720 
at 67727.67728, and 67747). 

Section 503(c)(3)(A) of tbe act states that 
no person may se4 purchase, (x hack, or 
offer to sell, purchase, or trade any drug tbat 
was purchased by a public or private hospital 
or other health care entity. fkction 
503(c)(3)(B) states several exceptions to 
section 503(c)(3)(A), none of which are 
relevant to this discussioa- Section 503(c)(3) 
also states that l ‘[fJor purpcses of Uris 
paragraph the term ‘entity’ does not inclu& 
a wholesale distributor of drugs or a retail 
pharmacy liised under State law.*’ 

In the tinal rule of December 3.1999, 
5 203.20 provides, with certain exceptions, 
that no person may sell purchase, or trade+ 
or offer to sell, purchase, or trade any 
prescription drug that was pu&ased by a 
public or private hospital or other health care 
entity or donated or supplied at a reduced 
price to a charitable organization. In 
5 203.3(q) of the Gal ruk, “‘Health care 
entity” is defined as meaning any person that 
provides diagnostic, medical, surgical, or 
dental treatment, or chronic or rehabilitative 
care, but does not include any retail pharmacy 
or wholesale distributor. Under both the act 
and the f-1 rule, a person could not 
simultaneonsly be a health care entity and a 
retail pharmacy or wholesah: distributor. 
Thus, under the final Nk. blood centers 
functioning as health care entities could not 
engage in whoksale distriiu tion of 
prescription drugs, except for blood and blood 
components intended for transfusion, which 
are exempt from the PDMA under 5 203.1 of 
the final rule. Blood and blood components 
include whole blood, red blood cells, platelets 
and cryoprecipitated antihemophilic factor 
which are prepared by blood banks who 
collect blood from donors and separate out 
the components using physical or mechanical 
means. Blood derivatives are derived from 
human blood, plasma, or serum through a 
chemical fractionation manufacturing process. 
Examples of blood derivative products 
include albumin, antihemophilic factor, 
immune globulin, and alpha-l anti-trip& As 
discussed in the preamble to the final rule in 
response to comments (64 ER 67720 at 
67725.67726, and 67727), blood derivative 
products are not blood or blood components 
intended for transfusion and therefore could 
not be distributed by health care entities, 
including full service blood centers that 
function as health care entitilr, after the final 
rule goes into effect. 

‘Tk proposed rule defkd “ongoiig t-htionship” to 
rquire Y whim apemcnc ud, in addition. the following 
two rquimmmts that were chinated in the foal ride: (I) 
l-bat a de be compkted under the witten agreement and 
(2) tbrt Ihe dishiitm be liskd on the nmmhcturds list 
of authorized disuibutax 

II. Description and Rationale for a Partial 
Delay of the Effective Date of the Final 
Rule 

A. Wholesaie Distribution by Unauthorized 
Distributors 

Since publication of the fmal rule, tbe 
agency has received kttem and petitions and 
has had other communications with industry, 
industry trade associations. and members of 
Congress objecting to the provisions in 
05 2033(u) and 20350. In early February 
2000, the agency met witb representatives 
from the wholesale Mustry and industry 
associations. Tbe meeting participants 
‘discussed their concerns with both: (1) The 
requirement in 5 203.3(u) that then be a 
written authorimtion agreemen tbetweena 
manufacturer and distributor for the 
distributor to be considered an authorized 
distributor of record under 0 2033(b). and (2) 
the requ irement in Q 203.50 that unauthorizd 
distriiutdis provide an identifying statement 
sbowiug all prior sales going back to the 
manufactuter. 

The meeting participants asserted that 
manufacturers are unwilling to enter into 
written authorization agmements with the 
majority of smalkr wholesakrs so that these 
wholesalers cannot become authorized . 
distributors of record for the drugs they selI 
and, hence, must provide an identifying 
statement for these drugs. The meeting 
participants ako said that smalkr wholesalers 
cannot obtain ao identifying statement 
showing all prior saks of the drugs they 
purchase for sale because a large portion of 
these drugs ett putchased from autborixed 
distributors who are not required to provide 
identifying statements and are unwilling to 
voluntariIy provide them. The meeting 
participants asserted that authorixed 
distributors will not voluotarily provide 
identifying statements when they sell drugs to 
unauthorixed distributors because it would 
require them to change tbeii warehouse and 
business procedures, which would entail 
additional effort and expense. 

The meeting participants ass& that 
implementation of the final rule will prevent 
over 4,000 smaller. unauthorized distributors 
from distributing drugs to their customers and 
may put them out of business, at least with 
respect to their prescription drug wholesale 
business. They also asserted that because 
many of their customers are smaller retail 
outlets that are not served by larger 
distributors, implementation of the final rule 
may leave certain markets for prescription 
drugs, and ultimately consumers for 
prescription drugs. underserved. 

In addition to the meeting discussed above 
and other informal communications that FDA 
has had with industry, industry associations, 
and Congress, FDA received a petition for 
stay of action requesting that the relevant 
provisions of the final rule be stayed until 
October 1,200l. The agency also received a 
petition for reconsideration from the Small 

Business Administration (SBA) requesting 
that FDA reconsider the final rule and 
suspend its effective date based on the 
projected severe economic impact it WOUH 

have on over 4.000 small businesses. ‘fhe 
petitions argued that the requirement for a 
written agreement in Q 203.3(u) is 
unreasonable because manufacturers are not 
willing to enter such agreements with the 
majority of smaller distributors. The petitions 
also vsated that authorized wholesalers are 
not now able and could not provide, at a 
reasonable COSI, an identifying statement to 
their unauthorized distributor customers that 
me& the requirements of 5 203.50 0f’tb.e . 
final rule. The SBA petition asse&dth&, if , .’ . 
the effective date of the final rule isnot 
stayed, drug products now in the inventory of 
wholcsakss will have to be ckared and new 
orders will have to cease or be severely 
limited in order to comply with the final 
rule’s December 4.2000 effective date. with 
corresponding disruptions in the distriiutioa 
of drugs possible by summer. 2000. 

B. Distribution of Blood Derivativct by 
Health Core Entities 

Since the time of the proposed rule, FbA 
has received 2 letters, one from a large blood 
centa end the other from an association 
reprcseating the blood center industry, and 
has held several meetings to discuss the 
implications of the regulations on blond 
centers that distribute blood derivative 
products and provide health care as a service 
to the hospitals and patients they serve. The 
blood center industry asserts that the 
regulations sod, particularly the definition of 
“he&h care entity,” will se~ertly inhibit 
their ability to provide full service care to the 
detriment of client hospitals and the patients 
they serve, and may disrupt the distribution 
of these products to the public. The agency 
has also received a letter from a member of 
Congress on this issue. Although the agency 
was aware of this issue at the time the fmal 
rule was published, we belived that 
appIicatkn of $203.3(q) to blood centers 
would not result in a disruption in the 
distribution of blood derivative products. . 
However, comments and information 
provided by representatives of the blood 
center industry have persuaded us that the 
final rule could disrupt the availability of 
blood derivative products to the public. 

C. Partial Delay of the Effective Date 

Based on the concerns expressed by 
industry, industry associations, and Congress 
about implementing 05 203.3(u) and 20350 
by the December 4,2000, effective date, the 
agency has decided to delay the effective date 
for those sections of the final rule until 
October 1.2001. Additionally, the agency has 
decided to delay the applicability of 
0 203.3(q) to wholesale distribution of blood 
derivatives by health care entities. until 
October 1,2001. All other provisions of the 
rule will become effective on December 4, 
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2000. This action should not be construed to 
indicate that FDA necessarily agrees with or 
has made decisions about the substantive 
arguments made in de petitions and other 
submissions related to impkmentation of 
§p 203.3(u) and 20350 or 0 203.3(q), as it 
applies to whoksak distrilbution of blood 
derivatives by health care entities. 

IIL Reopeniag of the Adlminktlatire 
Record 

Ibe agency believes that proYiding 
additional time before these are to become 
effective is appfoprike to permit the agency’ 
to obtain more information about the possibk 
consequences of impkmenting these 
provisions, to further evaluate the Ives 
involved, and to seek a IegislstiVe nsolution 
to these issues, if mr. Therefq the 
agency is reopening the administrative record 
to receive additional comments on these 
provisions from intemsted individuals. 

Regarding P§ 203.301) and 203.50, the agency 
is especially interested in gaining further 
insight into the potential impact of the 
provisions on the whoksale distribution 
system generally, and on the ability of smaller 
pharmacies and other prescription drug 
retailers to obtain prescription chugs In 
addition, the agency is seeking comments on 
the potential economic impact of the 
provisions w rmalkr wholesak ditniutors 

that ate not authorized distributors of record. 
Regarding 0 2033(q). the agency also invites 
comment on the economic and public he&b 
impact of including full service blood centers 
under @e definition of “health care entity,” 
thereby pmhibiig the whoksak diiiution 
of blood derived products by such entities. 

Intasted pezsoas may submit to the 
Dockets Management Branch (EEA-305). 
Food and Drug Administration, 563OWshers 
Lane. xq. 1061, Rockviie, MD 20852. 

written Cot~~Xts regarding this proposal by 
[insert date ~daysafrerdate ofpuhiication 
in rhe Federal Register]. Two copies of any 
conunents a~ TV be submitted, except that 
individuals may submit one copy. Comments 
are to be identified with the docket number 
found in bradrets in the heading of this 
document. Received comments may be seen 
in the Dockets Management Branch between 
9 a.m. and 4 p.m., Monday through Friday. 

This action is beiig taken unda FDA’s 
autbcrity tmdcr 21 CFR 1035(a). The 
Commissi0~ Of Food and Drugs feds that 
this delay of the effective date is in .the public. 
interest. : I 

DabiApil26.2oao.’ 

-=Dotzd, 
Acring Associare Canmissiofkrfar Policy. 
m DOC. 00-n-n md n-n-, 8~45 PHI 
att.lmQ OODE 41co-o1-F 



; BAdBARA A. MIKULSKI 
’ MARYLAND 

SUITE 709 
HART SENATE OFFICE BUILDING 

WASHINGTON, DC 20510-2003 

(2021224-4654 
TDD: (202) 224-5223 

WASHINGTON, DC 20510-2003 

June 8, 2000 

Ms. Melinda Plaisier 
. Associate Commissioner For Legislative Affairs 

Food and Drug Administration 
15-55 Park:Land Building 

_ . '. r 

5600 Fishers Lane 
Rockville, Maryland 20857-0001 

Dear Ms. P:Laisier: 

I am writing to request your consideration of the attached 
correspondence from Stephanie Gurwitz. Please respond directly 
to Ms. Gurwitz and send a copy to Mary Hanks of my staff. If you 
have any questions, please call Ms. Hanks at (202) 224-4654. .a 

Thank you for your assistance. 

Sincerely, 

BAM:mh 
Enclosure 

Barbara A. Mikulski 
United States Senator 

SUITE 253 SUITE 202 SUITE 406 SUITE 1, BLDG. B 
WORLD TRADE CENTER 60 WEST STREET 6404 IVY LANE 94 WEST WASHINGTON STREET 1201 PEMBERTON DRIVE 

BALTIMORE, MD 21202-3099 ANNAPO’LIS, MD 21401-2448 GREENBELT, MD 20770-1407 HAGERSTOWN, MD 21740-4804 SALISBURY, MD 21801-2403 

(4101962-4510 (410) 263-1805 (301 I 346-5517 (301) 797-2826 1410) 5467711 
/ 

http://mikuiski.senate.yov/ 
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, 
l Stephanie J. Gutwitz 

10393 Blue Arrow Ct. Columbia, MD 21044 
410-730-9416 Email: zurgur@msn.com 

Senator Barbara Mikulski 
709 Hart Senate Office Building 
Washington, DC 205 10 ,.. 

March 3,200O 
Dear Senator Mikulski, 

I am very concerned about a proposed FDA regulation implementing the PDMA. These regulations, 
which are scheduled to go into effect on.December 3,2000, would severely limit small and medium 
size businesses. The proposed changes decrease competition eliminating small wholesalers and , 
giving unlimited control to manufacturers allowing them to determine who can distribute their - 
product. 

The regulations will cause a significant increase in the cost of pharmaceuticals, particularly those 
that are most heavily used by the elderly and critically ill. 

If allowed to go into effect, the proposed changes will also impact retail pharmacies, veterinarians, 
and doctor’s offices. No retail pharmacies would be able to provide a paper trail as required by the - - 
regulation to doctor’s offices. 

Repackaging companies that do not have direct contracts with manufactures will be cut out of the 
distribution systern. 

We need legislation to fix this problem,;#s war. Unless a legislative change is likely to happen, 
businesses will start having to downsize this summer. 

Practices have been in place guiding the pharmaceutical market for the past eleven years. No one, 
including FDA supporters of the regulation changes, have given concrete reasons why the changes 
are needed. There: is no reason to change them now. 

Thank you for your attention to this problem. I look forward to hearing the progress your office 
makes in this effort. 


